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Communication pursuant to Article 96(2) EPC 

The examination of trie ahove-ldentWIed application has revealed Ithal : K does ^^^..^gdJ? 8 
of the European Patent Convention for the reasons enclosed herewith If the deficiencies indicated are 
not rectified the application may be refused pursuant to Article B7(i) EPC. 
You are invited to file your observations and insofar as the deficiencies are such as to be rectifiable, to 
correct the indicated deficiencies within a period 

of 4 months 

from the notification of this communication, this period being computed in accordance with Rules 78(2) 
and 83(2) and (4) EPC. 

One set of amendments to the description, claims and drawings is to be.filed wrrhln.the said period on 
separate sheets (Rule 36(1) EPC). 

Failure to comply with this Invitation in due time will result in the application being deemed to be 
n (Article 96(3) EPC). 




SOMMERFELDTM 

Primary Examiner 

for the Examining Division 

Enclosure(s): 4 page* 



(Form 290S) 



Registered Letter 

EPOFomi2001 S7.MCSX 



JUL-200! 03:2SPM FROM- T-041 P. 003/006 F-340 

— — ' 'BMmgMtm) c^munlcatterVM^tAnnB,, Notlfleallonffro^W (Annexe) 

ST 24.02.2004 Si 1 ^^ 01 942 558.6 

Date FeuBe 



The examination is being carried out on the following application doci 
Text for the Contracting States: 

AT BE CH LI CY DE DK ES Fl FR GF2 GR IE IT LU MC NL PT SE TR 

Description, pages: 

1_24 as published 

Claims, No.: 

1a4 2 as received on 27.0B.2001 

Drawings, sheets: 

1/4-4/4 as published 
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0940-5429 
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xenotransplantation" ARTIFICIAL ORGANS, vol. 17 No. B, 1993, p.727-733 
D1 4- W EBER C J et al. "Evaluation of graft-host response for various tissue sources and animal 
' modale" ANNALS OF THE NEW YORK ACADEMY OF SCIENCES, vol. 875, 1999, p.233- 
254 

D15: AU-A-81 864/98 V 



1. Introduction 

1.1. The present application discloses methods for xenotransplantation of neonatal 
porcine pancreatic beta islets into diabetic mammalians. 

1 .2. An international preliminary examination report has already been drawn up for t 
present application in accordance with the PCT. The deficiencies mentioned in 
that report have been taken into account. 



2. Amendments (Art. 123(2) EPC) 

Claim 1 5 appears not to have support in the application as filed and is thus not 
allowable under Art. 123(2) EPC. Indeed, while support could be found in the 
•specification for "antibiotic' and "ciproxin", no reference to "quinaline antibiotic' was 
found. This amendment thus appears to be both an unallowable selection from the 
general concept of antibiotic and a generalization from the single antibiotic ciproxin. 

If in disagreement the Applicants are requested to indioate the basis on the 
originally filed application for this amendment. 



3. Priority (Art. 87 EPC) 

The present application claims priority from 12 documents. At least the priority 
document filed on 1 5.08.00 appears to disclose the relevant subject-matter of the 
application. This priority is considered valid (Art. 87 EPC) and the P,X document of 1 
search report (document D7), which was published after this priority date, is not cita 
as prior art. 
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4. Novelty and inventive step (Arts. 54(2) and 56 EPC) 

4 1 . Claim 1 is directed to a method of preparing xenotransplantable porcine islets, 
wherein pancreas of piglets from -20 to +1 0 days full term gestation are 
harvested, islets are extracted and exposed to nicotinamide either before or after 
harvesting or extracting. 

All these technical features are contained in prior art documents D9 (e.g. claims 2 
and 5) and D15 (e.g. claim 1). 

Claim 1 is thus not novel (Art. 54(2)EPC). The same applies to claim 2. 

4 2 Claims 3-16 merely specify further technical features that, if at all novel, cannot 
contribute for inventive step as they appear to be mere technical variations well 
known from the prior art: Llberase® is also used for pancreatic islet extraction in 
documents D4 and D6; human serum albumin is used in the culture medium of 
pancreatic islets in D3 (column 4 last paragraph especially last line; column 6 lines 
37-41)- IGF-1 is disclosed as promoting survival of Islets cells in D5 and Is used in 
the incubation medium in D1 (Example 8, page 70 lines 24-28); ciprofloxacin 
(another designation for clproxin) is also used in the incubation medium in D4 
(page 357 left column line 12), 

Claims 3-1 0, 1 5 and 1 6 thus lack an inventive step (Art. 56 EPC). 

4 3 Claims 17 to 28 and 31 add to the method of claim 1 the step of encapsulating the 
' ' islets cells with a biocompatible xenotransplantable material which comprises an 
alginate Also all the technical features of these claims were known from the prior 
art namely: sodium alginate complexed With poly-L-omithine is used in D2 (page 
222 lines 13-15); double-wall outer membrane is disclosed in D14 (page 239 lines 
23-29); capsules with diameters of 350 microns (D1 0: page 222 lines 9-10), 0.25- 
0.35 mm (D11; page 1418 left column lines 10-11; D13: page 728 right column 
lines 4-5) are also disclosed. 

The further features of claims 29 and 30, which merely refer to the number of 
islets present in each capsule, do not appear to contribute for inventive step. 
Claims 17-31 thus also lack an inventive step (Art. 56 EPC). 

4 4 Claims 32-42 refer to the use of pancreatic beta islets cells for the transplantation 
' of diabetic patients. Ail features listed seemed to be standard for the procedure 
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according to the prior art documents. Note that it is not even apparent from these 
claims that the islets to be transplanted should originate from piglets and should 
be prepared according to the method claimed in the preceding claims. Note 
furthermore that the use of a "trauma protecting agent" which la an anaesthetic 
(claims 32-33) is clearly standard in any transplantation procedure. Claims 32 and 
33 are thus not novel (Art. 54(2)EPC); further claims 34-42, if novel, lack an 
inventive step (Art. 56 EPC). 



5. Unity of invention (Art. 82, Rule 30 EPC) 

For the sake of completeness, the present set of claims is also objected as lacking 
unity (Art. 82, Rule 30 EPC), since the special technical feature linking the present 
inventions is merely transplantation of pancreatic islets ceils for treatment of diabetes, 
which was well known in the prior art (e.g. D1 , D2, D9-D1 1 , D13). 

Thus at least the following two groups of inventions can be identified: 
1 - method of preparing xenotraneplantable porcine islets with given technical 
steps (claims 1-31); 

2- use of pancreatic beta Islets cells (prepared by any method from any animal) 
for transplantation of diabetic patients (claims 32-42). 



6. Conclusion 

It is not at present apparent which part of the application could serve as a basis 
for a new, allowable claim. Should the applicant nevertheless regard some particular 
matter as patentable, an independent claim should be filed taking account of Rule 29(1) 
EPC. The applicant should also indicate in the letter of reply the difference of the 
subject-matter of the new claim vjs-a vis the state of the art and the significance 
thereof. 
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